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1. Claims 100-102,105-107 are withdrawn from consideration as being drawn to 
nonelected inventions for the reasons elaborated in paragraph 2 of the previous Office 
action. Said previous election was made without traverse in the paper filed 11/14/2003. 
Applicants request for rejoinder is noted. 

2. Claims 70-75,98,99,103,104 are under consideration. 

3. The amendment filed 12/13/06 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment 
shall introduce new matter into the disclosure of the invention. The added material 
which is not supported by the original disclosure is as follows. The amended abstract 
constitutes new matter for essentially the same reasons that claim 70 constitutes new 
matter as per below. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 70-75,98,99,103,104 are rejected under 35 U.S.C. 112, first paragraph, 
as containing subject matter which was not described in the specification in such a way 
as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 

A)There is no support in the specification as originally filed for the host cell of 
claim 70/72. The claims encompass host cells that express nucleic acids encoding 
membrane bound anti-CD20 antibody, yet there is no disclosure of such cells in the 
specification as originally filed. The claims encompass host cells that express the 
nucleic acid recited in the claims in the absence of additional regulatory nucleic acid 
sequences required for secretion of the antibody yet such cells are not disclosed in the 
specification. The claims encompass host cells that only contain the specific nucleic 
acid recited in the claims wherein such host cells are not disclosed in the specification 
as originally filed. 
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Regarding applicants comments about the specification, page 24, said page discloses 
that the host cell is transfected with a plasmid, wherein the claimed host cell does not 
require presence of plasmid associated nucleic acids as per disclosed in the 
specification. In addition, based on the teachings of the specification (such as page 42), 
it appears that the plasmid would require specific sequences required for expression 
and secretion of the chimeric antiCD20 antibody. There is no support in the specification 
as originally filed for the scope of the claimed invention (aka the claimed inventions 
constitute new matter). 

Regarding applicants comments, the host cells CHO and SP2/0 as per disclosed 
in page 24 of the specification are cells that are transfected with a plasmid, not cells that 
contain the nucleic acid recited in the claims in the absence of a plasmid (see page 24, 
lines 20-21 , "Transfection of the plasmid into the host cell can be accomplished by any 
technique available to those in the art.". Based on the specification, page 24, it appears 
the host cell refers to a cell that will be transfected with a plasmid that contains the 
sequence recited in the claims and wherein the plasmid directs expression of the 
antibody. The claims encompass host cells that express the antibody recited in the 
claims in the absence of a transfected plasma wherein such a cell is not disclosed in the 
specification. Similarly, the specification, page 19, lines 22-29, continued on next page 
refers to host cells transfected with a plasmid. In addition, said section refers to antibody 
which is purified from the host cells transfected with a plasmid. It does not refer to 
transmembrane bound antibody. Regarding the deposited cells to which applicant 
refers, TCAE 8 is described in the specification as a vector, which is then transfected 
into a host cell (aka CHO or SP2/0, see page 43). Regarding applicants comment about 
08/147,696, cloning vectors are not host cells as per use of the term in the specification. 
Regarding applicants comments, the claims encompass host cells which only contain 
the nucleic acid recited in the claims wherein such cells are not disclosed in the 
specification. 

Regarding applicants comment as to what "host cell" means, based on the specification, 
page 24, the "host cell" is a cell that is later transfected with an expression plasmid. 
In addition, regarding applicants comments as to how one of ordinary skill in the art 
would interpret the aformentioned term, the.MPEP section 716.01(c) states: 
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EL ATTORNEY ARGUMENTS CANNOT 
TAKE THE PLACE OF EVIDENCE 

The arguments of counsel cannot take the place of 
evidence in the record. In re Schulze, 346 F.2d 600, 
602, 145 USPQ 716, 718 (CCPA 1965). 



The MPEP section 2163.02 states: 

2163,02 Standard for Determining Compliance 
With the Written Description 
Requirement 

The courts have described the essential question to 
be addressed in a description requirement issue in a 
variety of ways. An objective standard for determining 
compliance with the written description requirement 
is, "does the description clearly allow persons of 
ordinary skill in the art to recognize that he or she 
invented what is claimed." In re Gosteli, 872 F.2d 
1008, 1012, 10USPQ2d 1614, 1618 (Fed. Cir. 1989). 
Under Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 
1563-64, 19USPQ2d 1111, 1117 (Fed. Cir. 1991), to 
satisfy the written description requirement, an applicant 
must convey with reasonable clarity to those 
skilled in the art that, as of the filing date sought, he or 
she was in possession of the invention, and that the 
invention, in that context, is whatever is now claimed. 
The test for sufficiency of support in a parent application 
is whether the disclosure of the application relied 
upon "reasonably conveys to the artisan that the 
inventor had possession at that time of the later 
claimed subject matter." Ralston Purina Co. v. Far- 
Mar-Co., Inc., 772 F.2d 1570, 1575, 227 USPQ 177, 
179 (Fed. Cir. 1985) (quoting In re Kaslow, 707 F.2d 
1366, 1375, 217 USPQ 1089, 1096 (Fed. Cir. 1983)). f 
Whenever the issue arises, the fundamental factual 
inquiry is whether the specification conveys with reasonable 
clarity to those skilled in the art that, as of the 
filing date sought, applicant was in possession of the 
invention as now claimed. See, e.g., Vas-Cath, Inc. v. 
Mahurkar, 935 F.2d 1555, 1563-64, 19USPQ2d 
1111,1117 (Fed. Cir. 1991). An applicant shows possession 
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of the claimed invention by describing the 
claimed invention with all of its limitations using such 
descriptive means as words, structures, figures, diagrams, 
and formulas that fully set forth the claimed 
invention. Lockwood v. American Airlines, Inc., 
107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (Fed. 
Cir. 1997). Possession may be shown in a variety of 
ways including description of an actual reduction to 
practice, or by showing that the invention was "ready 
for patenting" such as by the disclosure of drawings 
or structural chemical formulas that show that the 
invention was complete, or by describing distinguishing 
identifying characteristics sufficient to show that 
the applicant was in possession of the claimed invention. 
See, e.g., Pfaffv. Wells Elecs., Inc., 525 U.S. 55, 
68, 119S.Q. 304,312, 48 USPQ2d 1641, 1647 
(1998); Regents of the University of California v. Eli 
Lilly, 119 F.3d 1559, 1568, 43 USPQ2d 1398, 1406 
(Fed. Cir. 1997); Amgen, Inc. v. Chugai Pharmaceutical, 
927 F.2d 1200, 1206, 18 USPQ2d 1016, 1021 
(Fed. Cir. 1991) (one must define a compound by 
"whatever characteristics sufficiently distinguish it"). 
The subject matter of the claim need not be 
described literally (i.e., using the same terms or in 
haec verba) in order for the disclosure to satisfy the 
description requirement. If a claim is amended to 
include subject matter, limitations, or terminology not 
present in the application as filed, involving a departure 
from, addition to, or deletion from the disclosure 
of the application as filed, the examiner should conclude 
that the claimed subject matter is not described 
in that application. This conclusion will result in the 
rejection of the claims affected under 35 U.S.C.l 12, 
first paragraph - description requirement, or denial of 
the benefit of the filing date of a previously filed 
application, as appropriate. 

See MPEP § 2163 for examination guidelines pertaining 
to the written description requirement. 



As per stated above, the test for sufficiency of support in a parent application is whether 
the disclosure of the application relied upon "reasonably conveys to the artisan that the 
inventor had possession at that time of the later claimed subject matter.". 
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The specification as originally filed does not reasonably convey to the artisan that the 
inventor had possession at that time of the later claimed subject matter for the reasons 
elaborated above. 

B) There is no support in the specification as originally filed for the host cells of claims 
98/103. As per stated above, the specification discloses a host cell transfected with a 
plasmid containing the nucleic acid recited in the claims wherein said cell has the 
functional attributes recited in the claim, but does not disclose host cells absent a 
transfected plasmid with the functional attributes recited in the claims. 

There is no support in the specification as originally filed for the claimed inventions (aka 
the claimed inventions constitute new matter). 

6. No claim is allowed. 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ron Schwadron, Ph.D. whose telephone number is 571 
272-0851 . The examiner can normally be reached Monday to Thursday from 7:30am to 
6:00 pm. If attempts to reach the examiner by telephone are unsuccessful, the 
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examiner's supervisor, Christina Chan, can be reached on 517 272 0841. The fax 
phone number for the organization where this application or proceeding is assigned is 
703-872-9306. Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Ron Schwadron, Ph.D. 
Primary Examiner 
Art Unit 1644 



